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concerning End-of-Phase 2 meetings and
Pre–NDA meetings have been approved
by OMB (OMB Control No. 0910–0014).
These estimates provide for 100
respondents submitting 100 total annual
responses at 24 hours per response,
equalling 2,400 total burden hours.
Therefore, FDA is subtracting these

estimates from the estimates described
previously for all formal meetings
between FDA and sponsors or
applicants regarding the development
and review of PDUFA products.
Specifically, the agency is subtracting in
Table 1 of this document burden
estimates for meeting requests and

information packages for End-of-Phase 2
meetings and Pre–NDA meetings. This
reduces the total estimated burden
hours from 27,386 to 24,986.

FDA invites comments on this
analysis of information collection
burdens.

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1

Meeting Requests and Information Packages No. of
Respondents

No. of Re-
sponses per
Respondent

Total An-
nual Re-
sponses

Hours per
Response Total Hours

Meeting Requests
CDER 548 1 548 10 5,480
CBER 495 1 495 10 4,950
Total 10,430

Information Packages
CDER 527 1 527 18 9,486
CBER 415 1 415 18 7,470
Total 16,956

Subtotal 27,386
Less 2,400 hours 24,986
TOTAL 24,986

1There are no capital costs or operating and maintenance costs associated with this collection of information.

In compliance with section 3507(d) of
the PRA (44 U.S.C. 3507(d)), the agency
has submitted the information
collection provisions of this draft
guidance to OMB for review. Interested
persons are requested to send comments
on this information collection by April
19, 1999, to the Office of Information
and Regulatory Affairs, OMB, New
Executive Office Bldg., 725 17th St.
NW., rm. 10235, Washington, DC 20503,
Attn: Desk Officer for FDA.

Dated: March 9, 1999.
William K. Hubbard,
Acting Deputy Commissioner for Policy.
[FR Doc. 99–6748 Filed 3–18–99; 8:45 am]
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Secretary for Policy Development and
Research, HUD.
ACTION: Notice.

SUMMARY: The proposed information
collection requirement described below
will be submitted to the Office of
Management and Budget (OMB) for
review, as required by the Paperwork
Reduction Act. The soliciting public
comments on the subject proposal.
DATES: Comments are due May 18, 1999.

ADDRESSES: Interested persons are
invited to submit comments regarding
this proposal. Comments should refer to
the proposal by name or OMB Control
Number and be sent to: Reports Liaison
Officer, Office of Policy Development
and Research, U.S. Department of
Housing and Urban Development, 451
7th Street, SW, Room 8226, Washington,
DC 20410.
FOR FURTHER INFORMATION CONTACT: Jane
Karadbil, Office of Policy Development
and Research, Department of Housing
and Urban Development, 451 7th Street,
SW, Washington, DC 20410. Telephone
(202) 708–1537. This is not a toll-free
number. Copies of the proposed forms
and other available documents to be
submitted to OMB may be obtained
from Ms. Karadbil.
SUPPLEMENTARY INFORMATION: The
Department will submit the proposed
information collection to OMB for
review, as required by the Paperwork
Reduction Act of 1995 (44 U.S.C.
Chapter 35, as amended).

This Notice is soliciting comments
from members of the public and affected
entities concerning the proposed
information collection to: (1) Evaluate
whether the proposed collection of
information is necessary for the proper
performance of the functions of the
agency, including whether the
information will have practical utility;
(2) Evaluate the accuracy of the agency’s
estimate of the burden of the proposed
collection of information; (3) Enhance
the quality, utility, and clarity of
information to be collected; and (4)

Minimize the burden of collection of
information on those who are to
respond; including through the use of
appropriate technology; e.g., permitting
electronic submission of responses.

This Notice also lists the following
information:

Title of the Proposal: Notice of
Funding Availability and Application
Kit for the Hispanic-Serving Institutions
Work Study Program (HSI–WSP).

Description of the need for the
information and proposed use: The
information is being collected to select
grantees in this statutorily-created
competitive grant program. The
information is also being used to
monitor the performance of grantees to
ensure that they meet statutory and
program goals and requirements.

Members of the affected public:
Certain Hispanic-serving institutions of
higher education: 40 applicants and 15
grantees.

Estimation of the total number of
hours needed to prepare the information
collection including the number of
respondents, frequency of response, and
hours of response: Information pursuant
to submitting applications will be
submitted once. Information pursuant to
grantee monitoring requirements will be
submitted once a year.

The following chart details the
respondent burden on an annual basis:
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Number of
respondents

Total annual
responses

Hours per
response Total hours

Application ....................................................................................................... 40 40 40 1,600
Annual Reports ................................................................................................ 15 30 6 180
Final Reports ................................................................................................... 15 15 8 120
Recordkeeping ................................................................................................. 15 15 5 75

Total ...................................................................................................... ........................ ........................ ........................ 1,975

Status of proposed information
collection: OMB approved an emergency
paperwork clearance for this
information collection and assigned it
OMB Control No. 2528–0182, expiration
date March 31, 2000.

Authority: Section 3506 of the Paperwork
Reduction Act of 1995, 44 U.S.C. Chapter 35,
as amended.

Dated: March 12, 1999.
Lawrence L. Thompson,
General Deputy Assistant Secretary for Policy
Development and Research.
[FR Doc. 99–6722 Filed 3–18–99; 8:45 am]
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SUMMARY: The proposed information
collection requirement described below
will be submitted to the Office of
Management and Budget (OMB) for
review, as required by the Paperwork
Reduction Act. The Department is
soliciting public comments on the
subject proposal.
DATES: Comments are due May 18, 1999.

ADDRESSES: Interested persons are
invited to submit comments regarding
this proposal. Comments should refer to
the proposal by name or OMB Control
Number and be sent to: Reports Liaison
Officer, Office of Policy Development
and Research, U.S. Department of
Housing and Urban Development, 451
7th Street, SW, Room 8226, Washington,
DC 20410.
FOR FURTHER INFORMATION CONTACT: Jane
Karadbil, Office of Policy Development
and Research, Department of Housing
and Urban Development, 451 7th Street,
SW, Washington, DC 20410. Telephone
(202) 708–1537. This is not a toll-free
number. Copies of the proposed forms
and other available documents to be
submitted to OMB may be obtained
from Ms. Karadbil.
SUPPLEMENTARY INFORMATION: The
Department will submit the proposed
information collection to OMB for
review, as required by the Paperwork
Reduction Act of 1995 (44 U.S.C.
Chapter 35, as amended).

This Notice is soliciting comments
from members of the public and affected
entities concerning the proposed
information collection to: (1) Evaluate
whether the proposed collection of
information is necessary for the proper
performance of the functions of the
agency, including whether the
information will have practical utility;
(2) Evaluate the accuracy of the agency’s
estimate of the burden of the proposed
collection of information; (3) Enhance

the quality, utility, and clarity of
information to be collected; and (4)
Minimize the burden of collection of
information on those who are to
respond; including through the use of
appropriate technology, e.g., permitting
electronic submission of responses.

This Notice also lists the following
information:

Title of the Proposal: Notice of
Funding Availability and Application
Kit for the Community Development
Work Study Program (CDWSP).

Description of the need for the
information and proposed use: The
information is being collected to select
grantees in this statutorily-created
competitive grant program. The
information is also being used to
monitor the performance of grantees to
ensure that they meet statutory and
program goals and requirements.

Members of the affected public:
Institutions of higher education offering
graduate degrees in community
development fields: 60 applicants and
30 grantees.

Estimation of the total number of
hours needed to prepare the information
collection including the number of
respondents, frequency of response, and
hours or response: Information pursuant
to submitting applications will be
submitted once. Information pursuant to
grantee monitoring requirements will be
submitted once a year.

The following chart details the
respondent burden on an annual basis:

Number of
respondents

Total annual
responses

Hours per
response Total hours

Application ....................................................................................................... 60 60 40 2,400
Annual Reports ................................................................................................ 30 30 6 180
Final Reports ................................................................................................... 30 30 8 240
Record keeping ................................................................................................ 30 30 5 150

Total ...................................................................................................... ........................ ........................ ........................ 2,970
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